3 



Fodenl 



January 



requesting approval fore), 
the animal drag Interceptor^ 
(milbemycin oxime) dye-free tablets for 
dogs, 

ADDRESSES: Relevant information on 
this application may be directed to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, 
nn. 1-23, 12420 Parklawn Dr., 
Rockville, MD 20857. and to the contact 
person identified below. Any future 
inquiries concerning the export of non- 
food animal drugs under the Drug 
Export Amendments Act of 1986 should 
also be directed to the contact person. 

TOR FURTHER ^FORMATION CONTACT: 
Gregory S. Gates, Center for Veterinary 
Medicine (HFV-110), Food and Drug 
Administration, 7500 Standiab PL, 
Rockville, MD 20855, 301-295-8617. 

SUPPLEMENTARY INFORMATION: The drug 
export provisions in section 802 of the 
Federal Food, Drug, and Cosmetic Act 
(the act) (21 IL&G 382) provide (hat 
FDA may approve applications far the 
export of drugs that are not currently 
approved in the United States. Section 
802(b)(3)(B) of the act sets forth the 
requirements that must be met in an 
application for approval. Section 
. 802(b)(3)(C) of the act requires that the 
agency review the application within 30 
days of its filing to determine whether 
the requirements of section 802(b)(3)(B) 
have been satisfied. Section 802fl>M3HA) 
of the act requires that the agency 
publish a notice in the Federal Register 
within 10 days of the fifing of an 
application for export to facilitate public 
participation in its review of the 
application. To meet this requirement, 
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>a- Dated: January 19, 1993. 



P.O. Box 18300, Greensboro, NC 27419- 
8300, has filed an application requesting 
approval for export to Italy of the animal 
drug Interceptor^ (milbemycin oxime) 
dye-free tablets. The product is intended 
for use in dogs for prevention of 
heartworm disease and control of 
certain intestinal worm infections. The 
application was received and filed in 
the Center for Veterinary Medicine on 
January 12, 1993, which shall be 
considered the filing date for purposes 
of the act -J-* ' 

Interested persona may submit 
relevant information on the application 
to the Dockets Management Branch : 
(address above) in two copies (except 
that individuals may submit single ' " 
copies) and identified with the docket 
number found in brackets in the 
heading of this document These 
submissions may be seen in the Dockets 
Management Branch between 9 a.m. and 
4 p.m^ Monday through Friday. 

The agency encourages any person 
who submits relevant information on . 
the application to do so by February 8, 
1993, and to provide ah additional copy 
of the submission directly to the contact 
person identified above, to facilitate 
consideration of the information during 
the 30-day review period. 

This notice is issued under the 

Federal Food, Drug, and Cosmetic Act' below lists the product name, the docket 

(sec 802 (21 US.C 382)) and under number, and the Federal Register * 

authority delegated to the Commissioner citation corresponding to the notice of 

of Food and Drugs (21 CFR 5.10) and determination of regulatory review 

redelegated to the Center for Veterinary period for the product, and the 

Medicine (21 CFR 5,44). corrections to the notices. 

Recalculation of Regulatory Review Period 



rfy Director, Office ofNew Animal Drug 
Evaluation, Center for Veterinary htedkine. 

(FR Doc. 93-1965 Filed 1-26-43; 8:45 am] 

SftJJNQ COOC 41S0-0t-F 

[Docket No. 91E-0492 et aL] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension for Certain Products; 
Correction 

AGENCY: Food and Drug Administration, 
HHS. 

ACTION: Notice; correction. 

SUMMARY: The Food and Drug 
Administration (FDA) is correcting ~ 
several notices of determination of the . 
regulatory review period for purposes of 
patent extension, for certain products. 
The previous Federal Register notices 
contained mathematical errors caused 
by an inadvertent error in a computer 
program to calculate the regulatory 
review period. This document corrects 
those errors. 

FOR FURTHER INFORMATION CONTACT: 

Brian J. Malkin, Office of Health Affairs 
(HFY-20), Food and Drug 
.Administration, 5600 Fishers Lane, 
Rockville, MD 20657. 301-443-1362. 
SUPPLEMENTARY REFORMATION: The table 



Product 



Bterinft 



Ztthromax® 



Docket number 



91E-0492 



92E~0063 ...«—..«•*«• 



92E-0Q27 



Federal Register citation 



87 FR 4212, February 4, 
1992. 



57 FR 10907, March 31, 
1992. 



57 FR 10907, March 31, 
1992. 



57 FR 12832. April 13, 
1992. 



57 FR 12935, Apr! 14, 
1992. 



Correction 



m FR Doc. 92-2633, on page 4212, In tie 3d a* 
umn (n the 2d complete paragraph, m ma 3» 
"3,441" to corrected to read "3,443"; In Ine 4, 
"2,414" Is corrected to reed "2,415"; and In Ine B, 
"1.027" Is corrected to read "1.026". 

In FR Doc. 92-7319, on page 10907, In the 2d col- 
umn, in tw 2d complete paragraph, to tne 3, 
-2,246" to corrected to read "2,248" and "1,566" 
to corrected to read "1,567"; and In Ine 6, "690" 
to corrected to read "681". 

In FR Doc. 92-72 62, on page 10908, In the 2d col- 
umn, in the 1st complete paragraph. In Ine 3, 
"2,560" to corrected to read "2,562*; In me 4 
"1,991" to oorrected to read "1392*; and In me 8, 
"569 r to corrected to read "S7(T. 

m FR Doc 92-6398, on page 12832, In me 3d col- 
umn, In the 3d complete paragraph, in me 3, 
"1.709" to oorrected to read "1,711"; In Ine 4, 
*V337" to oorrected to rea d "1,3 38"; and m me 6, 
"372" to corrected to read "373". 

In FR Doc. 92-8553, on page 12936, In the 1st col- 
umn. In the 2d complete peragraph, In Ine 3, 
"2,493" to corrected to read "2.492" and "964" to 
corrected to read "962"; and In arte 6, "1,529- Is 
corrected to read "1,530". 
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Recalculation of Regulatory Review Pertod-Continued 



Product name 



Dockat nurnber 



FecM Register cftatton 



Correction 



Dermatopa) 



91E-0478 



Penetrex& 



»»,«■« ** HIWiMM It M ■■■■■ **** ***** »* ■ **• *** 



92E-0063 



RElAFfeNG 



Mazfcona 



*******■*! »**■■***■*■■■*■■■■■ 11 I****** ********* *************** 



Palmaz BaJtoort-Expandabte Stents 



92E-0012 



AceHmuneO) 
Acol Imune® 



Loribtd& 



Me* fl, MocM 1204 Cardtoc Pacing System* 



Areola* 



Zdottft 



Mtacrona 



TWt» (Patent No. 435M41) 



TteBd» (Patent No. 4,591,592) 



»tP* ******* 



OmntfloxQ 



******■■**■■»****■■■**■** 



ismow 



** ***** ***** **** • 



92E-0115 
92E-0115 
82E-0131 



4 ' / 



I'-T T 



92E-0107 ... 



926-0156 



92E-0169 



92E-0144 



57 FR 13746, Apr! 17, 
1992. 



67 FR 14416, April 20, 
1992. 



67 FR 14728, Aprl 22, 
1992. 



57 FR 14729, Aprl 22, 
1992. 



57 FR 15319, Aprl 27, 
1992. 



57 FR 18887. May 1, 
1992. 

57 FR 22773, May 29, 
, 1892. 

57 FR 18888, May 1, 
1992. 



57 FR 16889, May 1, 
1992. 



67 FR 20495, May 13, 
1992. 



57 FR 20693, May 14, 
1992. 



57 FR 20694, May 14, 
1992. 



57 FR 23235, June 2, 
1992. 



57 FR 23238, June 2, 
1992. 



57 FR 23238, June 2. 
1992. 



57 FR 23414, June 3, 
1992. 



57 FR 25040, June 12, 
1992. 



In FR Doc 92-88 72, on pa ge 1 3747, In toe 1st col- 
umn, In the let oomptete paragraph, In Ine 3, 
"3332" le corrected to reed "3,534"; In Ine 4, 
"1,450" ie oorrected to mad "1.451"; and In Ine 6, 
"2,062" la corrected to feed *2363". 

In FR Doc 92-8995, on page 14418, In toe 3d col- 
umn, m the let complete paragraph, In Ine 3, 
*3362" la oorrected to read "334"; In me 4, 
"1,458" la corrected to read 1,459"; and In ane 8, 
1394" la oorrected to read 1395". 

In FR Doc 92-9266^00 page 14729, In the let col- 
umn. In the 2d oomptete paragraph. In Ine 3, 
"4,220" la oorrected to read "4,222"; In toe 4, 
"2,077" la corrected to read "2,078"; and In ana 6, 
"2,14? la corrected to read "2,144". 

In FR Doc 92-4270, on page 14730. In the let col- 
umn, In the 1st complete paragraph. In Ine 3, 
"2357" la corrected to read "2357*; In ane 4, 
"2,182" la oorrected to read "2,183"; and In toe 6, 
"375" la oorrected to read "376". 

In FR Doc 92-9738, on page 15319, In the 3d col- 
umn, m the 2d complete paragraph, In Ine 4, 
1575" la corrected to read 1,57T and 1623" la 
corrected to read "824"; and In ana 6, TST la 
corrected to read "753". 

In FR Doc 92-10141, on page 18888, In the 1st 
column. In the 2d complete paragraph, In ane 3, 
"2302* is corrected to read "2,004". 

an FR Doc 92-12547, on page 22773, In the 3d col- 
umn, In ana 1, "434* la oorrected to read "435"; 
and In ana 2. 1,668" la corrected to read 1 389". 

In FR Doc 92-1014 2. on p age 18 889, to the 1st 
column, In the 1st complete paragraph, In ane 3, 
1,486" la corrected to read 1,488"; In Ine 4, 
-Qie-tecorrKaedtoreftd-Siriarrilnlme; 
"570" la corrected to read "571". 

In FR Doc 92-1 0190, on p age 16889, In toe 3d col- 
umn. In the 2d oomptete paragraph, In Ine 3, . 
1397" la corrected to mad 1399*; In me 4, 
1,206" la corrected to mad 1.207"; and In ane 6, 
"491" la oorrected to mad "492". 

In FR Doc 92-11127, on page 20496, In the 2d or> 
umn, In the 1st complete paragraph, In ane 4, 
"44T la corrected to mad "449" and "wo" la 
oorrected to read "0"; In Ine 7, "448" la corrected 
to read "449/*. 

In FR Doc 92-11271, on page 20694, In toe 2d col- 
umn In toe 1st complete paragraph, in ana 3, 
138T la corrected to read 1385" and "904" sj 
corrected to mad "905"; and In Ine 6, "679" la 
corrected to mad "680". 

In FR Doc 92-1 137 1, on p age 20895, In the 1st 
column, In toe 2d complete paragraph. In Ine 3, 
"3,997" ie corrected to read "3399" and "2,641* 
la corrected to read "2.642"; to ane 6, 1366" la 
corrected to mad 1357** 

to FR Doc 92-12845, on page 23236, to toe 2d col- 
umn, In toe 1st complete paragraph, to ane 3, 
"2 t 7$r la corrected to mad "2,757"; In Ine 4, 
"£245" la corrected to read "2^46"; and In fine 6, 
"610" la corrected to read "61 1*. 

to FR Doc 92-12847, on page 23238, In the 2d col- 
umn. In the 2d complete paragraph, to arte 3, 
"5,487" la corrected to read "5,489" and "4,77?" 
la oorrected to read "4.773"; and In arte 6, "715" 
la oorr e cted to read "716*. 

to FR Doc 92-12848. on page 23239. to the 2d col- 
umn, In toe 2d complete paragraph, In ane 3, 
"5,487" la corrected to mad "5,489" and "4,772" 
la corrected to mad "4,773"; and to toe 6, *715" 
la oorrected to read "716". 

to FR Doc 92-12941, on page 23414, In toe 2d col- 
umn. In the 3d complete paragraph, to ana 3, 
1,449" la oorrected to read 1,451*; to toe 4, 
"658" Ie corrected to read "658"; and In toe 6, 
"791" la corrected to read "792". 

In FR Doc 92-13844, on page 25041. In the 1st 
column, to the 3d complete peiagraph, to arte 3, 
12378" Ie corrected to read "2380" and 1,157" 
Is corrected to read 1,166"; and In toe 6, 1,721" 
to corrected to read 1,722". 
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CPD BtoaKPacto 



92E-0154 



92E-0151 



57 FB 32227, Juty 21, 
1N2. 



87 FB 32228, <My 21, 
1092. 



57 FR 33865, ASjf 31, 



In FR Doc 92-17063, on ptQ* 32226, In m» lit 
column, to t» 1fct complete paragraph, mm»4 t 
1 ,19T * consoled to md M.19T; *> Ine 6. 
-49T ki cooeciad to read "W; and In ana 7, 
"896" to coffeciad lo md "697\ 

hi FR Dee 92-17064, on cage 32228, In 0» 3d col- 
umn, h tfie 2d complete paragraph, In One 3, 
1.19T to corrected to mad 1,t9C mine 4. 
"49T to corrected lo md "49T; and In toe 6, 
-696" to corrected lo feed *OT* . 

In FR Doc. 92-18110, on page 33966, In the 1st 
column. In the 1ft complete paragraph, tn Ine 3, 
"2^4r hi corrected to mad and 1,615" 
M corrected to fead 1,616-; and In ine 6, m 93T 
to corrected to read "634". 
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Dated: January 6, 1993. ;^ 
Stuart L flighting* W, - , .« ; . 
Associate Commissioner for Health Affairs. 
[FR Doc. 93-1966 Filed 1-26-93; 8:45 ami 
bilunq coos ateo-evF 

National Institute* c* Health 

National Cancer Institute; Meeting 
(President's Cancer Panel Special . 
Commission on Breast Cancer) 

Pursuant to Public Law 92-463, 
notice is hereby given of the meeting of 
the President's Cancer Panel Special; . 
Commission on Breast CancaT, National 
Cancer Institute, February 23, at 
the Hotel Washington, Washington "5* -It 
Room, 515 15th Street, NW., 
Washington, DC ?00O4-1008. 

This meeting will be open to the 
public from 8:30 a*zn, to approximately 
5 pan. Attendance will be limited to 
space available. Agenda items will 
include presentations by invited 
speakers on the topic of "New Product 
Development and the Role of the 
Biotechnology Industry/ 1 ^ 

Iris J. Schneider, Acting Executive 

Secretary, President's Cancer Panel 
Special Commission on Breast Cancer, 
National Cancer Institute, Building 31, 
room 4A34, National Institutes of 
Health, Belhesda, Maryland 20892, 301/ 
496-1148, will provide a roster of the 
Commission members and substantive 
program information. Individuals who 
plan to attend and need special 
assistance, such as sign language 
interpretation or other reasonable 
accommodations, should contact Iris J. 
Schneider, 301/496-1148 in advance of 
the meeting. 

Dated: January 19, 1993. 
Susan K. Feldman, 

Committee Management Officer, N?H. ; 
IFR Doc 93-1917 Filed 1-26-93; 8:45 



National Institute of Mental Health; 
Meeting 



Pursuant to Public Law 92-463, * 
notice is hereby given of the meeting of 
the Extramural Science Advisory Board 
of the National Institute of Mental 
Health in February 1993. 

This meeting will be open to the - 
public as indicated below Cor discussion 
of the NIMH pant portfolio. 

Ms. Joanna X. Kieffer, Committee ~ 
Management Officer, National Institute 
of Mental Health, Parklawn Building, . 
room &-105. 5600 fishers Lane, U . 
Rockville, MD 20857, Area Code 301, ~ 
443-4333, will provide a summary of 
the meeting and a ib^er.of committee 

-members. . J*:, s*i^ : , xZ'i- ■*!*.*■-.. : ~- 
Other inTonnation pertaining to the * 
meeting may be obtained from the 
contact person indicated. ,> r , u: 
Committee Name: Extradural jScience { 

Advisory 1^«rd,NlMH. > : ,V.;' 
Contact Andrea Barucbin, PhJX,17C- r 

26. Parklawn Building. Telephone: 

301,443-3657. 
Meeting Date: February 23-23, 1993 
Place: Building 31* Conference Room 8, 

National Institutes of Health, 9000 

Wisconsin Avenue, Bethesda, MD 

20892. 
Open: 

February 22, 1993, 8:30 a.nt-5 p.m 
. February 23, 1993, 8:30 a.m.- 
adjoumment. 

(Catalog of Federal Domestic Assistance 
Program Numbers 93.126, Small Business 
Innovation Research; 93.176, ADAMHA 
Small Instrumentation Program Grants; 
93.242, Mental Health Research Grants; 
93.281, Mental Research Scientist 
Development Award and Research Scientist 
Development Award for Clinicians; 93.282, 
Mental Health Research Service Awards for 
Research Training; and 93.921, ADAMHA 
Science Education Partnership Award.) 

Dated: January 19, 1993. 
Susan K. FeMnan, 
Committee Management Officer, NIH. 
IFR Doc 93-1918 FUed 1-26-93; 8,-45 am) 

BaJJNOCOOC 



Prospective Grant of Exclusive 
Ucanse: Type Alpha PUrtetet-Oertved 
Growth Factor (PDGF) Receptor Gene 

AGENCY: National Institutes of Health, ' 
Public Health Service, DHHS. 
actiqw: Notice. 

SUMMARY: This is notice in accordance 
with 15 U.S.C. 209(c)(91) and 37 CFR 
404.7(a)(l)(i) that the National Institutes 
of Health (NIH), Department of Health 
and Human Services, fa contemplating 
the grant of an exclusive world-wide 
license to practice the Invention : 
embodied in U.S. Patent Application SN 
07/308,282, entitled 'Type Alpha 
Platelet-Derived Growth Factor Receptor 
Gene rt to OCWl Therapetdics, Inc., of 
South San Francisco, Cali fbmia. Hie 
patent rights in this invention have been 
assigned to the United Stales of 

vy^nie prospective exclusive license will 
be royalty-bearing and will comply with 
the terms and conditions of 35 U*&C 
209 and 37 CFR 4047. It is anticipated 
that this license will be limited to all ; ; 
Jtherapeutic and diagnostic fields of nse 
of the receptor. These fields of asa era 
expected to include: Cardiovascular 
medicine; central nervous system 
conditions; wound healing: 
inflammatory and proliferative 
conditions; and cancer. This prospective 
exclusive license may be granted unless 
within 60 days from the date of this 
published notice, NIH receives written 
evidence and argument that establishes 
that the grant of the license would not 
be consistent with the requirements of 
35 U.S.C 209 and 37 CFR 404.7, If the 
prospective exclusive license is granted 
to COR Therapeutics, licenses for the 
use of the PDGF receptor for internal 
research purposes of its sale as a 
research reagent would still be available 
from the NIH. 

The patent application describes 
novel DNA segments that encode 
platelet-derived growth factor (PDGF) 
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